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(1) Real Party m Interest 

The real party in interest is The ^ ' c Company. Prudential 1 ower ovi, Boston, 

(2) Related Appeals and Interferences 

: k 1 ^ » v . - i. 

{3} Status of Claims 

Claims 1 , 2, 4, 8 and 29-45 are examined in the Office Action mailed June 11, 2010. 
Claim * *J 2 4 ~4"> re re v. vu 

m S t<v\akv \n:a \ < u <. , se-^ en to mJudv ai 

u • s n ^ t < i , oung claims. 
CO aim 3 is cancelled. 
\ ^ and 4;* ,uv -\ ai 



(4) Status of Amendments 

No amendments have been submitted after the Office Action mailed June 1 I, 2010, and 
no amendments are pending, 

<5) Sammaiy of Claimed Subject Matter 

Applicants have discovered that activators (""agonists") of a ceil surface feature known as 

_ W t v V f V 1 X \ V 

mamm ur v - » v ^an , . a ~v ~ v ~ *. s , 

I reads as follows: 

1. A method of reducing v i i hair growth which comprises 

selecting an area of skin from which reduced hair growth is desired; and 

applying to said area of skin a aermaahogicaby acceptable composition 
comprising an agonist s j \ DP -receptor in an amount effective 
reduce hair growth. 

(6) Grounds of Rejection to be Reviewed on Appeal 

I l ' ' " S <. v t < <■ c 

w 

• • - J/0220374 Needleman , and 

♦ US 6,004,751 "Roscnfiekr. 

//. ( mmn „ v" 'i 2^ ,o t - u A N ^ i ! 

^ v ,l . ' spew Aw/am a,g/i/ed» 
' aese - , 

v "* v \ u v. A ant a , an 

xto t Aw o> 1 .uo'u'v 2° lu Ac na X , t 1 ^ s ^ ^ > \" '< " 05- e) 
i i an ich sor\ a S<N mailed December Id. 2' )S: and d> in the instant Jane 1 1 2t A action 
which withdrew all the previous rejections based on Applicants' Brief filed June 24, 2009 and 
de die rejections n* appeal. No Examiners \nswer was tiled to that 

til IS C ^ s v s . 



Applied . C*erg i: „jc a 
nc i , $ 
} led Nove x 55,2(503 

(7) Arganient 

I, Background 

As noted, claim 1 features methods of reducing hair growth by topically applying an 
on . x v « > . - i evottar to 

understand tha e 1>P receptor is an <: i is diUVruu tr h n *s oi chas 

of receptors known ;s FP \R receptors, such as the PPAR-y receptor. 

1 aeiu j^ rptgtn st^iiencev to. diffciti n t inc beat sop 

.different " The locations of the receptors in the cell are different. The 13 P receptor of the 
claims occurs on the outer cell membrane and it responds 10 its natural activator, i\?D 

!' .an nib* oi an an 'v\s. s <, 
.family studied in the prior art controls gene transcription and occurs within the cell's nuclear 
membrane, 

!"here v. c Ui receptors res nd to the )P recepto et.ivaa 

PG1K 

In sum, no prior art ..equates PPAR-y with the DP receptor. No one skilled in the art 

n O i , W , 1 U . V v , ! 

w ew cc 1 ae 1 suneiaicsa exent. I he en> 

C < * vv <- >' . O - 'v. N I " v. _U 1 ! 

ov v t 2 iu v in 5 » Ust-vw- Unc.N> ~ We review ibis 

key point below, 



' These difference nanad not be a question. The gene etaodtsg the human PPAR-y receptor a located an 
chromosome 3, socaiinn SpcS. Both the sequence of the ge;:se and the protein sequence of the PPARw receptor are 
o% i V ^ * ,! <. i ^ t 1 ! \\ x "^fi 

e en s c«pt( <. t <. is > t 

i e^ >. R s. pn ! v s C id 

u\ a w . - ^ v. 

! S N S S f S v, V <. ^ V Vv *> < N J 

sad prostaglandin DP receptor ageona is erronecms." 



1A.\\1 
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s large m ibt >P receptor 

ovpeninerts -n v n o\uh -ee To v. \ r" s r v v u. I? 

iy^ugh t j . tm \ " , 1 s v. v v s oT- " ^St^ x 

and V "t V\ s > >\ v regarding adds <. ^ ai:;h inil 1 

"..i d. i < 

^ ev 1 . l . r 

II, The claims are not obvious from the combined Needle-man and Rosenfleld teachings 

A. The factual predicates for the obvious rejection have no support from, and 
are contradicted by, facts in the record, 

1 v usness rejection is -be ecds 
k ■ a^ a tlav^ . - > , n 1 See 

paye 7, lines v ' v re *dYicc Aehom 

Neediomoa [sic Needlcmanj discloses hirsutism can be treated by administering 
to the subject with [sic?] PPAR peroxisome proliferaiors-aciivated receptors (FFARs) - y 
Set p ft. 1 able 2 f of .Needleman.l ciglitazone, 
1 \ . n z.o\c pioghUootRv r , . > ■ * a., 

am added]. 

^ S h v. V > S v . ^ S ^ v K i , l< ^ , 4 

v i ' v I v. v »\ \ N v. S 

a tnd oh - v 5 r a km ^ -s\ 

does no-i to . \k-y agonists as a ch-s rem » *o ism 

' ^ n . 1 v> A,! , ' % ' \ ' 

\,u. r is interested in PPAR-y agonists for reasons that have nothing to do wind 

fs n > s O >UI v-Ci \, J * - ^ iO 

1 002; i on paged!, 

O. , v. m tCC i 

treatment; or inhibition of pain, intlammaiion, or inflammation-related disorder, or 
canes s - e n - J *ea-*t * T - set di-c^ border h object is 

of such eatrneoL preu es easing the s bjcci 
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vith o> ome proliferator activated receptoi k gomst and a 
cyciooxygenase~2 selective inhibitor or prodrug thereof. 

Of course Needleman lists a significant number of known PPAR-y agonists, and that is 

! J v . , S< 1 V ^ 

' v ^ i ' !> „ ^ 

nervous system homy. Other compounds arc indicated tor diabetes, Aloheboer s disease, central 
nervous system injury, 'failure to ovulate (anovulation), cancer, hyperar-drogethsnv uterine 
Vuip i-M, ?^ s bv r ; pm\ . \n s p . p.becn , < m 

: np » mc ;ai } ated to treat h rsutism. 

bo V s - rc ot menootH n 

ni i dw -ivtulc usied PPAR-y a v obi t ebu 

m vn o x ,v v u c < > s s 1 < , 1 > ! s m - > .b' ku 
tout they <src all 1 - . . > ties. ! able 2 also reports at least one tMazolidinedione 
< \ • . i thai is not (insofar as the cited reference is concerned) indicated tor hirsutism. 

Not on* i PPAR-a, agi hh 1 st \ 

fact, die vast MgjMlfe. M. the, known PPAR-;y ago»K^ '-mo n able 2 . j listed lb * u k 
! Is ? p .p t NO j listed us unite afed for hirsutism . 0 Perhaps mos s u imp b- 

X v > VIC O U \ > K 

} x - " N N K - noi Ihi hir\»ts\>n a& e medical 

m Ujcatjto jj p > . s.> -■s of compounds. 

A .Me cnCv vs a { x, ^ m , a, v, d>mn 

<. iM rsi s < \ K' , s i i e 2" ! >^ 

Id mt ■ , a xmnd in 1 able 2 iocs 

* The thtad csglitasxte analogs indicated for hirsutism are dargJitaKor.e, piogtitaaonc, rosigHto>JU5 i 8R.L 49653 or 

5-j[4--(2^ethyj-2^ and Irogiii&KOXun 

„> k'P\ s 2 NO f 

01 ? (a sulfonamide). :0 COO 03? ; s; AD-50? V io GW ; 029. ! AY-3 1627. 0 MCC-555. k) JTT5Q 1 .1 fpi>729$3.' m) 
l~ t~ o V, 0 - - y u ;> * w v , v^ , 



< v ^ „ x. \ < , " N ' < 

^ \ K.v'7.:i 8 
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Most important the- Office does not (a ad could not) take the position that 
ctghta/Oi u >g is .rejat I mpotmds an DP ?t mpon a^irh' . >. not, Nni 

&M.Mlk<' > < a l 0 - ;r- : vi.'s ,is ^r^ at r? =u hn -.ut>M s b aj 

i*. e \ «iOi a s v . t'P \ 

agorsists as a category treat hirsutism. The fact is that Needleman has no such teaching. The 
vc:n ne\. panw ee N 1 v,u rui>, >ge " hues i aA^ 

OllCn > x v .u! xh . >\i v. , x ' <. , W.^U 0 O UC. v 

hirsutism. Howwwr. XeeciAman :ea>.-;As thai ;TPAKs>-y agonists arc used to P> cell 
growth. 

The Office provides no art thai penults a conclusion thai cell growth inhibitors are generally 



Of course the Office's treatment oi'NcedietnanA teachings about PP.AR agonists is only 
the beginning of the analysis because, as we have seen, the PPAR.-A receptor is not the DP 
receptor featured in Applicants 5 claims?. 

Ok, uv\ ^ e- v osv.i' u s > e . < e c . CvtA.ee uk 

.relet anve »f IM*Ak-y a&onists disclosed ir. Needleman to claims that features I'H* receptor 
agom^ < < x e- x i < ro^p v \ n p w 1 no A J> cap pe>v 

i c as -an loseo field is rele\ 

any means at ail 

- v 0 Cv X , , Ui ^ ,v . / .iCM Ox xU 

\ v in a variety of tissues and cells and readily undergoes dehydration in 
w v JaaOirs oi the 

members of the PGA series are known to exhibit inhibition of cell eye|e.pro£r^jaon, 
s«p.prt>s -n »j \ a <il rephiatior a , o< heat -.hnek .Oix> n uni and 

stimulation »f osteogcs^N ve cob ,2. lines 



ne\oo'i^vt i , vi„ ru\ «v >- ">> 1 1 ^a ^ . i x ^ hn smurang 

■.XV., tier;, the Office goes back oce cycle x an 



' As an asids. As OOAe apparently rtfcogab.es this face A teaching is the art of a moleceie thai has. both DP 

x > 4 hair growth reductioa would anticipate the i ? 

U.S.C. §102. 



providing i i c . s ■> i 1 \, el s s < 

effect; v e to cents i h&ix gx o wi j 

Although Need icraeB [sic Needleraanl aad RjjSMl|gjsl^^Olk c ^ ose ?i>3? or 
its, aaaloffs spedfk^ [they] 

progression or growth, 

t ' . '■i 1,1 v i 1\ in ed ou 

n u k ' i n <_ 

0 > «Mi V 5 1 ! „ \ , V 

hi response the Offices provides the iohowsng somewhat cryptic statement (page 8, hoes 1 7-20), 

uel kiu x I PG i iJ h > > x Ki^eeno 
peroxisome proh teraior aeu voted receptors. . . P Applicant has also admitted thai DP 

include PGR 

above quotations is the Office's only attempt to link the statements m NeedlemanA 
agonists, 

uwoc t the x it 4 na e to the rejection bolls down to one idea: certain mok. uko \\\a 
t DP rent « e als k>1 clear whicl ties tal 

i - tlso appears t< tch o » ? < s e \ 

e analogs, metabolite t ec specs ;cui< 11 agonist 

" , - u wj» w i ' ,v e, \ a fei\ specific molecules ~ PQJ, and 15-P* 2 * 4 FG.% - which 
H;sa>;* f orm : iimn" between Uu PPAR-y revcptor M aBdJhg,PP,receptor. ia 

1 oe i,nl em - ^ \ v. \ s , > ( i v. e^ v v to 

^ - J v . ; , « s'i ik NOT, ! 

concerned} indicated tor treating hirsutism. According to the office, the key molecules for 
tkm •> I)? rcecr is and PP msts s 1 ! 

i < K ! ^ >w 'I 4 ! < - ^ * , . > , 

!S ' 'CM 1 k ' l! lO " v. > * 1 It. i! S < 
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V . , ... < v _ v. I i ' s v v J 

* A PPAR soms v~ *i hair growth 

» T - k ; ieh do n - " . 

h e ate V ee. x t > 

* V V i s. H K> ' $1 " 1 IS! 

i be hKv:.s>:ency lv;uccn >5q;> \ and 2 abu\ c. us apparent. \ I bridge thai the Offset: 

factual pred icates of the rejection -- both the characterization of what Needleman teaches aad 
the inferences to be drawn from two analogs ofPDG2 arc 

B. The legal requirement for a prima facie ease of obviousness has not beet* met. 

Nov t i >,e a\* ?e\ sewed > . < 
ash-quute under the lav. to establish a prima f&ck case of obviousness. 

For claims i i&tt to bt id they mus del e. 5 s i bvious (35 

U.S.C. § 1 03) in light of the "prior art," as defined by 35 U.S.C. § 102. 

^ - v ! 3v,<_Oo tlv » v! ( cd i. 4 .t\1.0^ .\ ,05 -5 ( OiU.-Sv.Vl 

befo e its efn \ us e prica der 35 USC §102(b) 

v . owelty 

iv I v v n tj> e ' as dox) abvscusucsv \v}\c , v \v k ^ ^ *. o * 

|103(a), 

* !o , i s ?- \ n ) e 0> <on p oo ided ba> a wo? ur.ih/mij. 

b\ sous? v \ v v on -jus determ s f * t c e and 

tie . 1 h ' ^ U > ' • _ ^ 

i s N v no 4 t oc 1 vwvi . o^oi ; 

secoadan factors. Graham y, John Deere Co., 383 U.S. I (1966), 



Tabic 2 is . < v . o 
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I, Scope mid Content of the Prior art 

rukomento ih..- pt ; ;i niv, b sek^aros *x 

references available at the time of the invention of the claimed subject .mailer. Relevant 
e;v. > v v <i <. , /si K's « 1 <n s< \e*K 

same problem, i n re Niissem 851 F.2d 1401, 1403 (Fed. Cir. 1988). 

The scope and coiOen'. clhhe prmr art are res k:\u- a in detail above inekkling the 
seei en i 

2« Differences between the prior art a»d the claims 

> 5s>< t A v i < ' t i 'M IM. si s s > . i iK 

s v ^ s Ih . < , us , 

s.ope e* k.i^viNv n vs. \ 

772 (Fed. Cir. 1.983), cert denied. 465 U.S. 1026 (1984), 

. v e s \ u k. u * „ . no 

\ agonist is a molecule which operates * a reeepior in a manner similar to hie receptor's 
natural Hgand, raid one agonist of the DP receptor is known as 15-deoxy~A u iA POD? or 15d~ 
5 N G - f ^ «. . c I 

The problem is that the Office does not fairly characterize the prior art and therefore 

i *.< I v v £ - v ! As 

v ill! ti v >v., s c v 1 „ v c Ci ; 

4N ^v a 'us v r hirsutism Even less doc c e ,\ . 1 e 

i as i? s and DP receptor agonists, in fact when the art (Neediemanl lists medical indications 
I, \ Hsose f P Ux~ ic; * s-N vhrk 5 1 x Oifk\ Mv\os e - ,» abo \ i A ned to 1)F roeeptor 
^ 'o > s s " - ^ s N ^ , .ok i xC ; 1 _ u . os 

o v „ v v a D \ -U il !\ t fx i 

e a s knowledge tl csv. 

mnxxun; difkueoxrs xox.,.cn in, an atxi the ,1a mcd sac ec, roc./ .he shoe, has ui h-d ■ 

it . Ui 1 \ <-v X v. v. x 
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3. Level of ordinary skill in the art 

The level of ordinary skill in the an. the third factual mquin . Is determined b} e^ aluaiing 
the "type O' e o A- ^ ^ ^ e'^o r ^ art soknior^ < v problems: >p mo w i\ 

^hif1>t'Osa ! 0 stvit ) v lull . 

' ^° ^ s * x ^ >^ m&>\. Joirro) -A llan h> > > s 

1986). 



4, Secoadarv factors 

i . i - v e u s ! ej v o < 

o> A - >.e <■ - ^ \ factors. 



5, The need for sound analysis 

Sv Av '\ ^ v v "> V- )W 

the banL ) > < \i, ' j <! *i . > e ^ - A.at an applicant s cl 5 ms arc oin sous s . o \ p 

Roufteu 149 F,3d 1350, 1355 (Fed. Cir. 1998), 

"o mpv o .r\m m r rpr k : i \ ^sd i v\ e> < , . s , . m v vow .u 

o vt^K Av ! 2, ~4~^ U : ^ \ ~ 4 ~ I CO V! 

19921 



^ ^. - v " ^ ul ur l!j i,1 k 

vvr v u is-f cum-bu^e hn ; mnVnp- k the iav\ rcqahc- auihurit>, bimuash. h ^ 

Mo.:-3 \ > ^ e 

eomn sk dge because they wen >ased o ce xerec n 

Tjhe Board mast point to some concrete evidence in the record in support of these 
OvVaM-r *i ! dl 0 n N i i! ^ A law 

> >u^a „\sdeoce t>n ioc tcco-'d meaningless excrete hmph.tM^ addeti -oino 
omlttedj 
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There is great interest m the Supreme Court's opinion m kSR .Intern, Co, .v..i;;d.ejkx.hK;. ! 

"^''s S - V s - s IS - \l 1 O v ^ O s i 

removed the requirement that Office provide .i sound analytical basis for the obviousness 

> mam m m y , j >i* thv iijtU»m he MPf P2M4 s^ I on an exorain 

relies on a seient fie theor- evidential) support for the existence and meaning of that theon 
mustbep-m > m , ixr ^ 

e\idenci slum! kmc acre the s .-men - me^n ^ 

eommon o in the an are car able mmstatU ami tmmiesbmefole i ^ m^ as king 

woli-krumn mt Urafoanh mm must K. some nrm of evidence i eeord to <upn 
vvsth t o\ ^ V igf" 

^ \^ \ u-d v 1 , v a v ; n 

is no concrete c\ donee that the art would expect all or even most FPAll-y agonists to treat 
hirsutism. Much cs- is them ans woixr >e m dence to expect i < n ^ - * me l>P ^ o 

n PUD> „ . c lumutbun The PGD 2 analogs that Needleman actually lists as 
having* relationship to BP receptor agonists are not listed as treating hirsutism, 
applicants v tuts eported .-mo|A s < ^ made ! he 

t ) v its educe inns wth le an does no elude 

teaching. 

u, n if >)rt 1 so asm amt V m-uk . i t t t 

mi t „ v s^'vA A 

inventive subject matter is not obvious even ii it were folk ions to try . 

for all of these reasons, the oasis for the obviousness rejection is contrary loth© 
facts. > v< > si v i v. * * mt v.- n eetbu 

o:r.-em-o ran a o -CVd 



Ill The sped! k aiioa us filed enabled the art to practice claims featuring topical 
administration, of .DP receptor agonists to reduce hair growth 

Ys „ a a t v * - s 

time in tu v ' > v ' K, „ v 5 I h„ * u e " . \>e ; - i >, v , h-> > < \ u > j_ 
iv Wands, S58 ( "31 ?3 S S \C i4 14 <K, XSi 

K . ^ , u Vi / t ' ' . *f\\ 

1 K\ X v. |X „ * i " <- ^ v v X 

I •> \ i , v 1 t ' ! w. tK ' 

n erifi o ; 

A. The breadth of the claims 

the agent a <ed so :K- iiicihoJ -agonist o.° the DP receptor". 
Fhs ^ 

aisaljg-s ^ H4 s \ > _ i v "> ^-'6 Ot I K 

specification}/ c i s i ecn discuss >ve regardinj 

obviousness, 

B. The nature of the invention 

The Ofike repent s auaK^.? s part A. above. 

{'.', The state of the prior art; the level of predictability in the art; — the art 
does not teach that BW245C or B246C promote hair growth when 
administered by themselves, 

iheOffko ,s ^ ! e 

The Office then ikes y ke> finding : n support of this reUvdon {Office Wtion. page ,\ lines 9- 
15), 

Oi art v h , v. >i -o t vir } * 

K*u; j^xJ in a hair growth promoting . s > ,! '5'~ " dchehe sk 

Mkheiet) ef al. US20Q4/052760 at paragraph [0164] j. 
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I , Hi o v oe*- ti hu ) ! v\ ^ n-^ u . v s , 0 ) 

aat he f 1 s_ t *« 1 1 e i i , " a , bk\ 1 he sok h isk i 

v'^vi '«« -\ - s - ! v v\ or and 

the only finding under the heading for the ''state-of-the-arf and the ievel-of-prediotabbity" 
factors ™ is not supported by the evidence as discussed below. 

Since ihe " . e >„ -> a . > * - Ot u " ^ >- f > .\i :^ .e.v ^ 

't! \^v-tglan<L^ dci\Jro)>o*a v 

ik <.oms\ s> x , < " ! ^hs- PuP,r [the 

< t >. .-^.JvV, '5PO ishwi*- 

rooi9]}. 

The two eompoimds the Oilee mentions, BW24SC md .BW246C, are not 15-FODH 
inhibitors. Nor is there any reason to think, m cited art teaching, thai BW245C or BW246C 
^ese*\v v > » s e v K\ 

In short, Micheiebs teaching about enhancing hair growth by inhibition 15-PDGH is not 
e )k \ . ,!-> iexcrti^n Vm here dues ^lichekt §sia < ; i-^t Ifam BW245< 

or BW246C inhibit the 1S-FDGH engvme or thai they have amyef fect on levels of PGFa 
and PGE2. NowfrHwne does Michelet suggest that PGFa or PGE2 has anything to do with 
I>P receptor agonism. 

S v. , 1 I > ^ 1 > > U 

td< , r s v. <~ 

\ ! ^ < - > d U v lit. 

8da»iastering a hroad range 01 asses oib'.ttu compound M icde an rtl tundry lis > 
strategies whit: agonic de ^ eu of ot s cennn ; 

Mieheiet lists the following categories of co-administration strategies: SJ 

|0 0>4 ; 1 composition a : . 1 ». - o ; >: > for ^ ... ) ... . lea;,; compound ck-s«i 1 
tmlVn I PCi 2 !!>;«<,) n <.<\ * i i iiv . 

C'd c bed ' l! J " v - 



iaSNo. . I0/721J IS 
5 \o^nsi\- ..\ Jew- 



; tc ^-PGt t ! o s v td \ v. u < 1 

P X, ; us ^i: x s - s , „ - s u , 

agonists of the receptors (PP-R or f 2-og that are the natural targets for PGF2a and PGE2 

increasing levels of PGF2o and i! ( d ; 2. ih?- - mGone, w- do \ i o 

^ "t ! V ifO^iSt 

c) along with the requisite 'Ju Inhibkors. , agomsis of ike 
prostacyclins <s receptor; s category has n to do with BW245C or BW246C: or any 
other DP receptor agonist: 

d) along with the requisite 1 5-PDGH utinbiiors. co-administer agonists of the- 
prostaglandin 1)2 receptor, including BW245C axid.B^ 246C this oi oourss i s the re fe.ren.ee the 
Office relies on; or 

e) along with the requisite 1 i) inhibitors, co-admirhster agonists oidhe receptor for 
e ivi.tvaia > s <_ v u _ 4 ^ 

G\ dn cuvo not p )\Jv a p morale oi ni>.ehar^:r ioi m 

! >, k j> ^ N )0\' et i <. 

\ UKOl 1 - 1 id*. v v 



; panic;:;?;;' asorfot;; ofohs prostaglandin receptor;;, it > in psitlcasar coistais; a; teas! one ^ i x \ 
such as foe aponir.rs tin acid form or in lire form of a precursor, in particular in coer form) of tlx; 
prostaglandin F2 alpha receptor O-F-R) such as for example Ooru>pr;>o, Ouprostenol. efoproslenoi, 
bforuopron, yaoproocoe, the agonists (ana their precursors;, m particular ;ac etaers .scch a;; travoprosp of 
>, > s s ^ > 

s \ s 1 - ' " n x, fo k >\ ° » I ..s,''f^. ( 

their precursors, in part jcaiar esters, of the prostacycline (IV) receptor such as dtaprosg ifopron, 

* - >\oV-l- 

4 ■< e s i , - >o „ 

i Is; i ;< % <p <mok , 5 < - is s s c -seir precursors r ■: ! c ecepto ibf 

x c ? BOPC1KH jJafZ 3c H ^ " , 

(k ? s < >xablcyefo[2.2 ]hept-2-y]j-5-hef>sef}0 * 



category "d)A So (here is not even evidence that BW245C or BW246C potentiates hair growth 
vile vc, A A- s < Aw n c f 1 i s v.>, o x i ^ >\ t v i i 

v'o^' ' i - e x > ^ w ^ n I o, 1 «, „ catwe ot 

growth when administered alone, 

I'aken *su s <p 

i v ,< ! ! is a wouk 

s 1 -< 1 a * o co-admini-aer a'~^ > <o ange N ' 

compounds to determine whether they i fact potentiate the hair growth effected by 15-PGDH 
inhibition. 

' - r, e ^ si w^ v.s, at w„ e: uMlt^ 

n }ip v ^ ^ v <. w t\ ir iu - ^ k '<s w^ 1 

A N ecepinw s 1 v <> <. v t\ „ * % age 5 Jine< 

17-19 of the Office Action)". That finding is a substantial overstatement. Miehekt does not 
we a fox v i % -w js__ _ j_ 

wene*. - - s tcacArgg AAA; " . ids is 

limited to the their effect in potentiating the 1 5-PDGH inhibitory, that are central to Miehelet's 
teaching/ 2 

he aiance. c ner ignores exie i 

combined with Applicants" hard data and specification, folly enable the art to use DP receptor 

agonists. These teachings are described below and they Aeh.be the identity of numerous >> N 

receptor agonists and techruqaes for AenfiiyAng and corArrnh-g DP receptor agonist activity. 

I). The existence of works «g examples; the quantitj ot <a $ <>rt ntetl to make 

or use the invention based on the content of the disclosure 

On these Wands factors the office ..wee that the application reports experiments 
with seven compounds. 
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competitor of OiSieUs':; parens company, Pnxaor and Gamble. Neither Applicants nor their assignee bears any 

V V 1> S v * 'l 
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Pap : 16 oF25 

app i;a hi oe once again relies on wax ado clo fkx J 

II -IS), 

Mnce the ma ; a; i-r..< 'J .vaxo-- N - " - - 1 - ' ,Xvplorare 

hame\ s , undue cxpcrhrR'rnatk 

not d swiped m v> prk mg t>amnu v QIk 
ap plicant ' s ^ tbcaikm . [Emphasis is added.] 

In the fii s. \v . <. ~*\ u res 

to the pre -ordained conclusion thai only working examples are '"enabled" -• a mantra repeated 
s^crandow. N \xr:re-s wd - v . v< s ■> ^ > <f 

>o » v ^ 1 mta.tio? 

to the genus as a whole will ordinarily be sufficient if one skilled in the an (in view of 
level of skill, state of the art and the information in the specification) would expect the 

enabierm - equired , i 1 emion s c roed genu .... 

reasons are advanced by the examiner to establish that a person skilled in the an could 
not use the genus as a whole without undue experimentation- 
Hie > n ; e tM.»r 1 cn here is Micheief s ,.\\ - „ dt was \J v e .\ - i ted. the 

\ll U 0 v :;.Q0-. >• . 'On v \*. 

kio . n , s v i "> i an t iw _ T l a vis x u< 

concerning Pi) agomsis. Agonists are defined at page 3, hues 27-30 as compounds that elicits 
response thai is a! least approximately comparable in magnitude to PGIX I he application 
. . v eluding 
* FG 1 p pu >s agi audio D2 : ; 

® ~dac.o'sw\~.> ! o^w -..a'W- 0 ' ... < t „ v < „ at j 

4,203,924); 
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* uV ° u«tPu' |.Uiv hn t * ^ ^ 1 ; "-4. p ,\ "-: 

* 4 < ' U t 3,WP ^ ^ MM 1^ v 

* Prostaglandin D : anal-gs deso'ivd •« I S v \ v 

» " - ii'h K'x'lVd 

* > , s uluHlinDj analog J >Uo*J*i P 4 n > >^ " 

* 1 1 -Deoxy- 1 ! -methylene PGD 2 . 

* 15tRs-!5-raethyl PGD 2 

* lS(S)-!5-methyl PGDy 

* IS<feoxy~A aH ~PGD 2 

* 16,16-dimethyl-PGD 2 

* - »r PGL>:, 

* 9p-halogeivl 5-cyciohexyi-prostagJandin, 

* i - ua ego i -;h-», 1 >. p i , 

» ZK1 1.8182: Acetic acid, [[(2Z)-4-[{m,2R,3R,5R).5.chi.orp-2~[(I B,3S>3- 

< ; N s i p 1 ,i pi \ | ! f H i (9C 

pTopynyn-3"hydroxybicycio[4.2i!joct-7-yiidenej-, (4Z> f'9€I) 
•♦ RS93427, Bufemoic aci4 4»[{! S s 2S3R^S)~2-[(3S)-3-cycbhexylG -hydroxy- 1 - 

^ ^ ~" p , % \> ! 2 i\o v - -s <je>\v rCb 
® 80p 7 %p, 5-Il 2 pipppic n-;iJ 7-[<lS.2S ,3S,4R h3-i\!lp?NpV C yclphc.\>1~3~ 

h ( >p p o i 7-t suabicycioj 1 t-2- - - \ 
« ZK1 10841, 5-Heptenoic acid ?~[(IR>2R 5R $R)-5-c i» o 2 1 .?-S; ? 

* TN s -> * ! . , s . . i w ^exyl *- 
> „ ,a-kv} 4-: - Po^p , ^ ,o, '4! * 

* n x "4<V +H v u m ^ % i 
: v a , v. i ;^h' 

® 3W AS Si 4 pu tan ic aci 3 [*2-cycf< kx\ -2 

t r<\c i ! <. nine -2 :-uo\ 1 \ \k i> I no !v °t 
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* LCvM!™. Bcn/<Viv e a 4-[?-j>[2-i 1 -h> dtc.\\ c\ ciok v ! vHi> i H-oxo-2- 

~\< p ogG" ' 

* S 5 i " 1 \ s., - v ! I 

(9CI) 

* 13. 144}lhydm-15~keioPGD 2! 

* A l2 ~?Gh 

* 15-deoxy-A !2J4 ~PGJ 2 

* , <>a ~ ^ '- 'I- 

I aaii« a, \;a v , * v cos J v : ^ » Kinesis ->\ w ihc ;»t no ,« , o t \> t 
known v. m -> and establishing that the compounds, as a class, control hair growth, 

IhcOpP.. 

i M s ^ sj u s •> 1 t i I X J 

hair follicle growth assay using seven compounds that arc PGD 2 or its analogs (Office action 
page 6. lines 5-8)." 

Apoorcnd; da odGe whoa to ladle oh which d< e.^inuaGha .esnhs thorn seven 
c o;\ i 1 1 i ihair foilh o < rowlh assay. The Office , >. h:d *\ * >< d e v. t 
compounds. 

v ^ . ^ c . n N ^ > i " _ s.< v 

)P C j > , X s > J s. ^ ,. \ - > 

!S N ( N . O. Oi UvO! ' 1 V » I vs. V t O 

s vu 1 < ^ ^ -a , < . o<-> s< 

t iicaii do - c assay at pages 



rgeo ceps. The- skin was gieed into shin strips 

exposing 2-3 rows offoiikles that could readily be dissected. Foiiieies were placed o.o- 0.5 mi William's E medium 

s,x s \'>\'>' ^ XS ,','( > % 5;, 5, O, U s "S ^""VO ,C! i '« 'ir \' ,si"s\Ka 

v k<. s so^.^.a \! . II t" • s> j is. - - > ^ ^ i > is 

Pfoxkis 1 s <. f > F c 'is. 

sat&xkie without prostaglandin. The Policies were photographed in the 24-weii plates under the dissecting scope at 
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At pages 5-8 of the specification. \ " v. pro Lie teachings about ' t m the 

OUvi U » i wv- ' 1 J U U 

assay for e\om verifying that a particular compound * > control hair growth, 

> v ' v \, ks <i v i iv s » t. «v s The 

Office has not enmshoned that the art would he well aware of assays to determine whether a 
compound h i - u-'tiv DP receptor. For Example. I'S 5.o51''':3 discloses sssays used to 

CAMP rrod cii u t citl ion i id i u I r ml i 5 wth asa> 

hC ,\ < v v v. i 5 v , , s. , Hi^ 

of ! he DP :cccn m omrm< w ^ppheaois do a .a r,:v > ^ * ... . \ w 1 . . u hoc w 
routine work to screen to determine winch members of a library of cove! i\ > m qualify as 
DP receptor agonists. Given the highly developed state of the art in November. 2003. there is no 
question that it would be routine to screen for and find DP agonist campoun s in addition to the 
s . s i s „ ' m 

Such routine ^ - m u _ tedious and rime-eonsusnbg routine 

s v UK 10 \ v v t 

Even accepting that the esperimeniatioii required to produce prodrugs and 
i i ^ ! , i ' i) ,i , ! a v c> * 

s ?hsiev ma'k\ a\m 
empiric tfsi w IhsIPklP \ >3 kpplieaiion 

pa r_L -> N v . ! a e v * vi s > > Us 

When the v o is actuahy reviewed and when Miehelet is read as one skilled in 
i > w v , ^ i . '\ n s a- s. . k , t * i U 

vis v ^ e s s > * > i Cck s. i v u „ „ wW f f i i- me*, e 

vv kv >. ' ■. v v 1 \ k > t ! ! 
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Ajjjpendk of Claims 



' A method of reducing mammalian hair growth which comprises 

selecting an area of si- in from which reduced hair grov< fb is Jesired: and 

^v^^u'osaidncaorsku mat ^ ^ < •> composition 

ou o isn an agonist ojVprosiaylandin OP-accptor in an amount m uwimc f n 

growth, 

4. The method of claim 1, wherein said agonist interacts strongly > die prostaglandin 
DP~reeeptor. 

& 1'he method of claim 1, wherein said agonist is 1 5-deoxy-A J2,l4 -PGDs. 

29 I K xi i*i I «h t U u i 

is between 0.1% and 30%. 

n 1 x x. 5 , S - O v i } 

- a i ^ le assay. 

i ii kj A u - . >c mm II 1 H iJe ~ 

^ , en otatt oj 

om 10 to 3 c s ago ist per sqi 

33. The method of claim L wherein said mammal is a human. 
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* I C * V. <l • I v. _ v.i v. hi i i 

> N \ <. e r \i < t f t v t ! e ire ! %n J 

conjunction with shaving. 

3*5 I he :nuhod ofdcmi " h wherein said an.- a oi \ is- ui» a kv ofihe human, 

ue human, 

38. The method of claim 33, wherein said area of skin is in an armpit of die human. 

39. The method oC claim 33, wherein said area of skin is on the torso of the human. 

40 <. o . n * > v t } ■, s ^ 1 wi s < N 
woman with hirsedsm. 

41 1 he method c-feknm h Vvhcoir said hair etovoii comprise- androgen stimulated hair 

growth, 

v v .ii 7 s second 

o m > 1 - - s - j < i q erovnh. 

^ \ COM a i ! a i v i m -<,om^scs 

s . „, ^ < i ^ v. k „ OAt o 

dodrU; and 

applying to the skin a compound selected horn the group consisting of prostaglandin » 

< } l <. )' l \ U Cs h 

growth. 



44, \ method oflsedacihg mammalian hair growth, which comprises 
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sdccdno an area of skin including han follicle n>nn v.h;ek -.educed iuar rr.^th Ls 
desired; and 

applying to the skin a compound thai activates DP receptor signal transduction pathwas 
1 1 a; an tan v > s to reduce m i growth 

45. A method, of reducing mammalian hair growth, vvhich comprises 
selecting an area of skin including hair follicles from which reduced hair growth is 
. i, ,a 

* <ed that inactn ate- n 
aa amount effective to reduce hair growth. 
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